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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on 05 February 2004 . 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11. 453 O.G. 213. 

Disposition of Clainns 

4) K Claim(s) ii8 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1-8 is/are rejected. 

Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)S The drawing(s) filed on 05 February 2004 is/are: a)S accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1, 121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-152. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)|EI All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 
^ application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Intemew Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) K Information Disclosure Statement(s) {PTO-1449 or PTO/SB/08) 5) □ Notice of Infomial Patent Application (PTO-1 52) 

Paper No(s)/Mail Dale 5/10/2004 . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 2006081 5 
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DETAILED ACTION 
Information Disclosure Statement 

1 . The information disclosure statement filed 2/5/2004 fails to comply with 37 CFR 
1 .98(a)(2), which requires a legible copy of each cited foreign patent document; each 
non-patent literature publication or that portion which caused it to be listed; and all other 
information or that portion which caused it to be listed. It has been placed in the 
application file, but the Information refen-ed to therein has not been considered. 

Japanese document JP HI 0-501 976 is provided, but lacks an English translation 
of specification or abstract, and is not considered. 

Japanese document JP 2001-128879 is provided, but lacks an English 
translation of specification, and only the abstract was considered. 

Specification 

2. The disclosure is objected to because of the following informalities: Primer 1541f 
is sited as a primer for PCR amplification (page 8 line 3), while table 1 lists 1512f as the 
primer for the example. It is thus unclear which primer was used in the experiment. 

The specification refers to the SEQ ID NO as sequence number: which is 
improper (see page 8 lines 3 and 4, page 9, lines 1 and 11). The MPEP states in 
Section 2422, " Where the description or claims of a patent application discuss a 
sequence that is set forth in the "Sequence Listing " in accordance with paragraph (c) 
of this section, reference must be made to the sequence by use of the sequence 
identifier, preceded by "SEQ ID NO: " in the text of the description or claims, even if the 
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sequence is also embedded in the text of the description or claims of the patent 
application." 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-8 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

4. Regarding claims 2-8, the phrase "characterized" renders the claim indefinite 
because it is unclear whether the claims are characterizing the result of hybridization or 
adding an extra step. Accordingly, it is unclear how the claims provide for an active 
process step further limiting the independent claim. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

6. Claims 1-5 and 7-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Rossau et al (US Patent 5945282). 
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The claimed invention is drawn to a metliod of identifying a microorganism by 
hybridizing to DNA corresponding to the ITS region of the microorganisms DNA. The 
specification teaches the ITS region exists between the 16S rRNA and the 23S rRNA 
(see page 7 line 4 and figure 1), 

With regards to claim 1 , Rossau et al teaches and claims a method of detecting a 
prokaryotic microorganism in a biological sample by hybridization to probes from the 
spacer region between the rRNA genes (see abstract and claim 13). Rossau et al 
teaches this region is between the 16S rRNA and 23S rRNA genes (see column 1 lines 
19 and 20). The rRNA region taught by Rossau et al, is interpreted to be the ITS region 
of the specification. The method for hybridizing the ITS region of DNA is thus 
anticipated by Rossau et al. 

With regards to claim 2, 3, and 4, Rossau et al teaches the isolation, 
amplification, and labeling of RNA or DNA from a biological sample, "is contacted with a 
membrane on which one or more oligonucleotide probes are dot spotted on a known 
location, in a medium enabling specific hybridization of the amplified target sequence 
and the probes on the membrane" (see column 22 lines 50-63). Rossau et al further 
teaches the use of a microtiter dish, which is a microplate. The specification does not 
define microarray. The broadest reasonable interpretation of microarray is a solid 
support to which 2 or more probes are attached, this would include a membrane with 
two or more probes which is taught by Rossau, as stated above. Absent a particular 
definition for the term "microarray" in the specification, Rossau is interpreted to teach a 
microarray as discussed above. 
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With regards to claim 5, Rossau et a! teaches the isolation, amplification, and 
labeling of RNA or DNA from a biological sample, "is contacted with a membrane on 
which one or more oligonucleotide probes are dot spotted on a known location, in a 
medium enabling specific hybridization of the amplified target sequence and the probes 
on the membrane" (see column 22 lines 50-63). Rossau et al further teaches in 
example 1 , the determination of Neisseria gonorhoeae and Neisseria meningitides by 
this method, (see table bottom column 30). 

With regards to claim 7, Rossau et al teach the use of clinical samples, such as 
pus, sputum, blood, and urine (see column 6 lines 64-65). The specification does not 
specifically define identification of microorganisms in a living body, however 
specification does present an example of testing faeces to determine the constitution of 
gastrointestinal tract flora (see page 6 line 4). A broad interpretation of "identification of 
microorganisms in a living body" would be encompassed by Rossau's teaching of 
testing clinical samples. Rossau thus anticipates claim 7. 

With regards to claim 8, Rossau et al teaches the use of samples including, 
environmental samples and bacterial colonies (see column 6 lines 63-67). 

Claim Rejections - 35 USC § 103 
7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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8. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rossau et 
a! (US Patent 5945282) in view of Balch (US Patent 6083763). 

Rossau et al teaches the isolation, amplification, and labeling of RNA or DNA 
from a biological sample, "is contacted with a membrane on which one or more 
oligonucleotide probes are dot spotted on a known location, in a medium enabling 
specific hybridization of the amplified target sequence and the probes on the 
membrane" (see column 22 lines 50-63). Rossau does not teach the identification of 
microorganisms from food (claim 6). 

However, with regards to claim 4, Balch teaches a system for monitoring food for 
microorganisms that is fast, cost effective system for quantitative analysis of analytes 
(see column 38 lines 40-43). 

Therefore it would be prima facie obvious for one of ordinary skill in the art at the 
time the invention was made to improve Rossau's method of detecting microorganisms 
to include quantitative analysis of microorganisms in food samples taught by Balch. 
The ordinary artisan would be motivated to improve Rossau's method to include Balch's 
system of method because Balch teaches the system allows fast analysis (see column 
38 line 56), simultaneous microbial monitoring (see column 38 line 63), minimal labor 
and training (see column 39 line 1), and minimal equipment (see column 39 line 6) of 
microorganisms in food. 

9. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rossau et 
al (US Patent 5945282) in view of Carrino et al (US Patent 6238868). 
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It is noted that the microarray of claim 4 is interpreted as an addressable 
microchip. 

Rossau et al teaches the isolation, amplification, and labeling of RNA or DNA 
from a biological sample, "is contacted with a membrane on which one or more 
oligonucleotide probes are dot spotted on a known location, in a medium enabling 
specific hybridization of the amplified target sequence and the probes on the 
membrane" (see column 22 lines 50-63). Rossau does not teach the use of an 
addressable microchip for microorganism detection (claim 4). 

However, Carrino et al teaches identification of bacteria species by use of 
addressable microchip (see example 1, columns 21 and 22, and figure 3c). Carrino 
teaches an addressable microchip greatly reduces the need for strand separation, 
allows multiple samples to be analyzed, allows targeting of nucleotides to various 
locations, and inhibits the formation of double stranded nucleic acids (see column 22 
lines 1-12). 

Therefore it would be prima facie obvious for one of ordinary skill in the art at the 
time of the invention to improve the method of microorganism detection taught by 
Rossau by use of the addressable microchips taught by Carrino because addressable 
microchips reduce the need for strand separation, allow multiple samples to be 
analyzed, allow targeting of nucleotides to various locations, and inhibit the formation of 
double stranded nucleic acids. The ordinary artisan would be motivated to improve 
Rossau's method because Carrino teaches addressable microchips reduce the need for 



Application/Control Number: 10/772,937 Page 8 

Art Unit: 1634 

strand separation, allow multiple samples to be analyzed, allow targeting of nucleotides 
to various locations, and inhibit the formation of double stranded nucleic acids 

Summary 

No claims are allowed over prior art cited. 

Conclusions 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Steven C. Pohnert whose telephone number is 571-272- 
3803. The examiner can normally be reached on Monday-Friday 7:30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukia can be reached on 571-272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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